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DETAILED ACTION 

1. Claims 1-16, 21-23, 26-28 and 33-38 are pending in this application. 

Information Disclosure Statement 

2. Applicant's Information Disclosure Statement, filed on 01/10/2005 has been 
acknowledged. Please refer to Applicant's copies of the 1449 submitted herewith. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 27-28, 33 and 36 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for the treatment of bacterial infection 
caused by specific bacteria as recited in claims 34-35 and 37-38, does not reasonably 
provide enablement for the treatment of ailments or a method of treating a subject 
suffering from or susceptible to an infection. The specification does not enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
use the invention commensurate in scope with these claims. 

In evaluating the enablement question, several factors are to be considered. 
Note In re Wands, 8 USPQ2d 1400 and Ex parte Forman, 230 USPQ 546. The factors 
include: 1 ) The nature of the invention, 2) the state of the prior art, 3) the predictability or 
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lack thereof in the art, 4) the amount of direction or guidance present, 5) the presence 
or absence of working examples, 6) the breadth of the claims, and 7) the quantity of 
experimentation needed. 

The scope of the claims is not adequately enabled solely based on the activity 
related to Peptide deformylase (PDF) activity provided in the specification. First, the 
instant claims cover 'diseases' that are known to exist and those that may be 
discovered in the future, for which there is no enablement provided. Test procedures 
and assays are provided in the specification at pages 32-33, however, there is nothing 
in the disclosure regarding how this in vitro data correlates to the treatment of the 
diverse disorders embraced the instant claims. The disorders encompassed by the 
instant claims (i.e. treatment of ailment or treating a subject suffering from or 
susceptible to an infection), some of which have been proven to be extremely difficult to 
treat. There is no reasonable basis for assuming that the myriad of compounds 
embraced by the claims will all share the same physiological properties since they are 
so structurally dissimilar as to be chemically non-equivalent and there is no basis in the 
prior art for assuming the same. Note In re Surrey, 151 USPQ 724 regarding 
sufficiency of disclosure for a Markush group. 

There has been recited a method of treating ailments or an infection in general, 
but the specification does not support that. Note that "treating an infection" covers the 
treatment of any infection caused by any pathogen. There is no such agent, which can 
treat pathogenic diseases generally. Pathogenic diseases are extremely broad. Some 
pathogenic diseases are caused by bacteria (i.e. meningitis, whooping cough, tetanus, 
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syphilis, etc.), some are caused by virus (i.e. HIV, common cold, measles, chicken pox, 
etc), some are caused by fungus (i.e. athletic foot, etc.), some are caused by protozoa 
(i.e. Amebiasis, Giardiasis, Lesihmaniasis, Beaver fever, Toxoplasmosis, 
Trichomoniasis, etc.). Not only that the viral diseases are different from bacterial and 
fungal diseases, but the viral diseases as listed above are also different one from the 
other. The nature of effect, origin, symptom, incubation, diagnosis, etc., is different one 
from the other. The same is true for the bacteria caused diseases and fungal caused 
diseases. For example, HIV (human immunodeficiency virus) is a human T- 
cellleukemia/lymphoma virus of the subfamily Lentivirinae that is the causative agent of 
the disease AIDS. AIDS is an acquired immunodeficiency syndrome, an epidemic 
retroviral disease due to infection with human immunodeficiency virus (HIV-1), 
transmissible via blood or semen, and characterized by an ineffective immune 
response; the disease follows a protracted and debilitating course and has a poor 
prognosis. 

Even if the claims are drawn to bacterial infection, there is no such agent, which 
can treat bacterial infection generally. Bacterial infections are extremely broad. The 
nature and effect of bacterial infections differ one from the other. For example, 
meningitis, whooping cough, TB, tetanus, syphilis, etc. are different one from the other. 
The nature of effect, origin, symptom, incubation, diagonsis, etc., of bacterial infections 
are different one from the other. Some of the diseases caused by bacterial infection are 
as follows: Brucellosis, Campylobacter, Cholera, Glanders, Helicobacter pylori 
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Infections, Leptospirosis, Melioidosis, Plague, Q Fever, Shigellosis, Typhoid Fever, 
Vibrio Parahaemolyticus, Vibrio Vulnificus, Yersinia Enterocolitica, etc. Since the 
bacterial infections are broad in nature, it is not possible to treat bacterial infection in 
general. 

Note that the treatment of "ailments" or "infection" is very broad in nature. Please 
see second paragraph rejections . 

Thus, factors such as "sufficient working examples", "the level of skill in the art" and 
"predictability", etc. have been demonstrated to be sufficiently lacking in the use of the 
invention. In view of the breadth of the claim, the chemical nature of the invention, the 
unpredictability of ligand-receptor interactions in general, and the lack of working 
examples regarding the activity of the claimed compounds, one having ordinary skill in 
the art would have to undergo an undue amount of experimentation to use the invention 
commensurate in scope with the claims. 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-14, 16, 21-23, 26-28 and 33-38 are rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention: 
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a. In claim 1 , the chemical structure is defective. The linker [CH] m should read 
as [CH 2 ] m . 

b. In claim 27, the phrase "the treatment of ailments" is indefinite. What is 
covered and what is not? 

c. In claim36, the phrase "A method for treating a subject suffering from or 
susceptible to an infection" is unclear and indefinite. What infection? What is covered 
and what is not? Who is susceptible to infection and who is not? As far as we know, 
anyone s susceptible to an infection. 

Objection 

5. Claim 15 is objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 

Conclusion 

6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kahsay Habte, Ph. D. whose telephone number is (571) 
272-0667. The examiner can normally be reached on M-F (9.00AM- 5:30PM). 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached at (571) 272-0661 . The fax phone 
number for the organization where this application or proceeding is assigned is (571)- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Kahsay T. Habte/ 

Primary Examiner, Art Unit 1624 
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